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E.O. 11652: N/A 

TAGS: TPHY, ETRD, TBIO, JA 

SUBJ: VOLUNTARY RECALL ABBOTT HEPATITIS ASSOCIATED ANTIBODY 
(ANTI-AUSTRALIA ANTIGEN). 

1. FDA ADVISES THAT THE DRUG PRODUCT, HEPATITIS ASSOCIATED 
ANTIBODY (ANTI AUSTRALIA ANTIGEN) AUS-TECT FOR CEP TEST IS BEING 
RECALLED BY ABBOT LABORATORIES FROM THE MARKET DUE TO LOSS 
OF POTENCY OF THE TWO LOTS INVOLVED. THE FIRM DETECTED THE 
PROBLEM DURING TESTING IN THE FIRST WEEK OF OCTOBER, 

1973 AND RECALLED BOTH LOTS TO USER LEVEL BY SEPARATE LETTERS, 
DATED OCTOBER 31, 1973. THE FIRM'S LETTER REQUESTED THAT THE 
PRODUCT BE QUARANTINED AND HELD UNTIL THESE LOTS COULD BE 
REPLACED BY FRESH STOCK. 

2. THIS RECALL REPRESENTS A PRIORITY SITUATION, THE CONSEQUENCES 
OF WHICH ARE POTENTIALLY HAZARDOUS TO HEALTH EVEN THOUGH NO 
DEATHS OR INJURIES HAVE BEEN REPORTED TO DATE. 

PRODUCT: 

ABBOT HEPATITIS ASSOCIATED ANTIBODY (ANTI AUSTRALIA ANTIGEN) 
TRADE NAME - AUS-TECT FOR CEP TEST 
UNCLASSIFIED 
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I ML VIALS: LIST #9033-01 

MASTER LOT 28-013-BW 
ANTIBODY LOT Z730330 
5 ML VIALS: LIST 9026-02 

MASTER LOT 28-05 1-BW 
ANTIBODY LOT Z730428 

FIRM: 

ABBOTT SCIENTIFIC PRODUCTS DIVISION 
ABBOTT LABORATORIES 
NORTH CHICAGO, ILLINOIS 
FOREIGN DISTRIBUTION: 

DAINIPPON PHARMACEUTICAL COMPANY. LTD. 

25 DOSHOMACHI 3-CHOME 

HIGASHI-KU 

OSAKA 541 JAPAN 

50 X 1 ML VIALS ON JUNE 22, 1973 

1000 X 1 ML VIALS ON JUNE 26. 1973 

3. POST REQUESTED TO INFORM HOST GOVERNMENT DRUG CONTROL 
AUTHORITIES FOR SUCH ACTION AS THEY DEEM APPROPRIATE. END 
KISSINGER 
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